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Summary of Safety and Effectiveness Information

FDA Notification of: .
Product: Subtalar MBA System™ /

For Release Upon Reguest Only

Regulatory Authority:
Safe Medicat Devices Act of 1990, 21 CFR 807.92

Company Name / Contact:

Company: KM (Kinetikos Medical Inc.)
3950 Sorrento Valley Blvd
San Diego, Ca 92110

Contact: Regulatory Affairs Department
KMI
3950 Sorrento Valley Bivd
San Diego, Ca 92110
(619) 558-2233

Establishment Registration Nuwber: 2028840

Classification Name: Smooth or Threaded Bone
Stabilizahon Device

Common Used Name: Subtalar Arthorisis Implant

Trade Proprictary Name: Subtalar MBA System™

The FDA has classified similar products as a Class Il device by the Orthopedic Device
Section of the Surgical and Rehabilitation Devices Panel at Section 888-304. The
product code generally refereed to 1s HWC ( Product Code: HWC ) . and KMI submits

this application under this designation.
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Confidential

Summary of Safety and Effectiveness Information

FDA Notification of:
‘ Product: Subtatar MBA System™

Performance Standards:

No performance standards applicable to the Subtalar MBA implant have been
established by the FDA. However, the titanium alloy 6AL4V ELI alloy used to
manufacture the KMI implant meets the chemical and mechanical requirements in
voluntary standards established by the American Society for Testing and Materials
(ASTM F136-84). Additionally, the titanjum alloy used mects thc chemical and
mechanical requirements of the voluntary standards estsblished by the American
Society for Testing and Materials (ASTM 136-84, B 800-74).

Packsage and Labeling:

Draft Package labeling has been developed and enclosed in Section 2 attachments. A
draft package insert has also been developed and enclosed in Section 2 for your review

and consideration.

System Description:

The KMI Subtalar MBA System™ will be offered in Ti-6A1-4V ELL [t will be
available in a range of diameters and will be cannulated for precise locstion of the
implant. Initially, a range of four diameters will be made available in 15mm lengths. All
four diameters {6,8.10, and 12mm) are implantable using 2 standard (e.g. American
Orthopedic) hexhead screwdriver, which is cannulated at center.

Indications for Use:

The KMI Subtalar MBA System™ will be used on indications that are common with
presenily marketed devices. The primary indications for use of the Subtalar MBA
System™ is as a spacer for stabilization of the subtalar joint. It is designed to block the
anterior and inferior displacement of the talus, thus allowing normal subtalar joint
motion but blocking excessive pronation and the resulting sequela.
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Summary of Safety and Effectiveness Information

FDA Notification of:
Product: Subtalar MBA System™

Substantial Equivalent Devices:

This product is substantially equivalent in design, composition and/or function to
another orthopedic implant device manufactured and approved for market.

Wright Medical: K792670

The KMI Subtalar MBA System™ meets the ASTM standards (ASTM B348-83, F136-
84, F67-88) for material and design of implants for medical application. The implant
serves to function as the device listed above, and will have a higher loading capacity
because it is madc from titanium rather than polyethylene like the devices from many
other orthopaedic companies being offered tn the market.
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Summary of Safety and Effectiveness Information

FDA Notification of:
Product: Subtalar MBA System™

Instrumentation:

KMI Subtalar MBA System™ instrumentation used for the preparation and
insertion of the Subtalar implant is considered to be general orthopaedic
instrumentation. The system includes standard manual orthopaedic surgical
instruments of the appropriate size and type. All Subtalar MBA System instruments
are manufactured from stainless steel meeting ASTM F899-84 standards.

Product Sterilization:

KMI will supply. all instruments and implants Nop-Sterile. Non-Sterile implants
are packaged in “clean only” condition. The labeling of the implants and
instruments clearly indicates their sterility status. The package insert contzins a
sterilization/re-sterilization guideline.

Summary:

Substantial Equivalence for the KMl Subtalar MBA System™ may be found imn
comparison with devices from a nunber of manufactures. Subtalar joint implant systems
in general have been used for many years, and the clinical perforroance is well known
and documented in the body of this submission.

Another measure of the Safety and Effectiveness of a medical device 1s how 1t performs
in long term use. The basic design concept of stabilizing the subtalar joint for correction
of flatfeet and associated midfoot adjustments has over 20 years of clinical cvaluation.
Uses, Indications, limitations and surgical techniques are well understood. Standardized
manufactuning methods, destgn practices, material selections and testing techniques are
known and represented withm the guidelines of this submurtal.

3950 SORRENTO VALLEY BLVD., SAN DIEGO, CALIFORNIA 92121 TELEPHONE: (619)558-2233 FACSIMILE: (619)558-0838§



| 'L)I:" '

Il




KINETIKOS MEDICAL
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510(k) Application

FDA Notification of:
Product: Subtalar MBA System™

Draft Package Label:

Draft Package Label
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KINETIKOS MEDICAL

510(k) Application

FDA Notification of:
Product: Subtalar MBA System™

Draft Package Insert:

Package Insert for Subtalar MBA System'™
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FDA Notification of: S10(k) Application
Product: Subtalar IBA System™

Draft Package Insert Cont’d:
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implant failure).

3. Correct haridling of the implant is extremely important. Alterations will produce-
in surface finish ‘and internal stressos ‘which may become the focal pamt'fbir' eventiial

breakage of the implant

4. Mixing metals can cause cor.r'epslon Dissimiler metals in contact, such as titanium
implants used with Stsinless s&d bbm plates, accelerate the corrosion process of ‘stainless
steel and rapxd attack oceurs. ’I‘he mm‘mce of cotrosion process of stainiess steel and rapxd
attack occurs. The presence of corfosion accelerates fatigue fracture of the iniplant.
Internal stabilization and/or fixation davices, such as implants, plates and’ screws which
come in contact, must be made ffam like or compatible metals.

5. Surgical implants must never be reused An ex-planted implant should never be re-
implanted.
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Severely pronated foot
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Calcaneal stance posmon greater than 5°
Manually correctable deformity
Mid-tarsal breecli (arch pain)
Forefoot varus greater than 10°

The Subtalar nnpsdnt is cantraindc ;edfm‘ use m patmnts with the following conditions:
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S10(k) Application
Product: Subtalar MBA System™

FDA Notification of:

Draft Package Insert Cont’d:
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Each o ﬁ% KM Subtalar Implants should be received m an ingot package: Damaged
packages or. pmdncts should not be used arid should be returned to' KM

Sterilization;

Unless supplied. sterile and clearly labelec Subtaler implants migst b steam
autoclaved’g& i surgery. K “Subtalar mﬂﬂkaﬂd‘ instriterns . be- steam
sterilized by thz"hqsmm*uswg‘the faﬁowmg process parameters:

_ Method:  Steam

& Cyle: Gravity

Temmg: 2701= (132 C)

PNRevA Mazufactured & Dlistilusted by KM, Inc.
KM, 1996 3950 Sormrento Valley Bivd Seni Diego, CA 92121
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510(k) Application

FDA Noaotification of:
Product: Subtalar MBA System™

Packaging:

All packaging will be of a sufficient design and material quality 1o provide protection
from physical damage during transportation and storage Typical packaging used for
such applications are medical grade peel packs. blister packs. pouches, boxes with foam
compartments, clear plastic tubes with end caps and fiberboard shippers and cartons.

The packaging offered is equivalent to that which 1s used with the predicate devices
listed within this document, and 1 most cases 15 supphed by the same manufacturers

that supply major orthopaedic companies

Currently. KMI 1s considering medical grade peel packs and/or plastic tubes for the
individual packaging of the Subtalar implants The package or tube will be sealed which
will provide for the integrity and security of the product The implants will be provided

non-sterile and labeled as such
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FDA Notification of: 510(k) Application
Product: Subtalar MBA System™

Promotional Material:

This system's promotional material has not been developed. However. all promotional
material will be developed within the guidelines set fourth by the FDA as they pertain

to these products

KMI’s Subtalar MBA System ™ promotional material will be similar and in most cases
more informative then that material which 1s supplied with the predicate devices hsted
within this notification

A draft protocol and catalog listing is provided on the next page for reference,
however these items are currentlly under review and may change prior to

distribution of product.
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